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THE INTERNATIONAL SEARCH REPORT AND 
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FOR FURTHER ACTION See paragraphs 1 and 4 below 



filing date 

(day /month/year) 02 April 2004 (02.04.2004) 



Applicant 

UNIGEN PHARMACEUTICALS, INC. 



ih report and the written opinion of the International Searching Authority 



Filing of amendments and statement under Article 19: 

The applicant is entitled, if he so wishes, to amend the claims of the international application (see Rule 46): 



When? The time limit for filing such amendments is 
search report. 



nally two months from th 



□ 
□ 



The applicant is hereby notified that no international search report will be established and th 
Article 17(2){a) to that effect and the written opinion of the International Searching Authority arc transmitted herewith. 
With regard to the protest against payment of (an) additional fee(s) under Rule 40.2, tile applicant is notified that: 



□ 
□ 



the protest together with the decision thereon has been transmitted to the International Bureau together with the applicant's 
request to forward the texts of both the protest and the decision thereon to the designated Offices . 
to decision has been made yet on the protest; the applicant will be notified as soon as a decision is made. 
Reminders 

Shortly after the expiration of 18 months from the priority date, the international application will be published by the International 
Bureau. If the applicant wishes to avoid or postpone publication, a notice of withdrawal of the international application, or of the 
priority claim, must reach the International Bureau as provided in Rules 90^.1 and 90Ws.3, respectively, before the completion of the 
technical preparations for international publication. 

The applicant may submit comments on an informal basis on the written opinion of the International Searching Authority to the 
International Bureau. The International Bureau will send a copy of such comments to all designated Offices unless an international 
preliminary examination report has been or is to be established. These comments would also be made available to the public but not 
before the expiration of 30 months from the priority date. 

Within 19 months from the priority date, but only in respect of some designated Offices, a demand for international preliminary 
examination must be filed if the applicant wishes to postpone the entry into the national phase until 30 months from the priority date 
(in some Offices even later); otherwise, the applicant must, within 20 months from the priority date, perform the prescribed acts for 
entry into the national phase before those designated Offices. 

In respect of other designated Offices, the time limit of 30 months (or later) will apply even if no demand is filed within 19 months. 
See the Annex to Form PCT/IB/301 and, for details about the applicable time limits, Office by Office, seethe PCT Applicant's Guide, 
Volume II, National Chapters and the WIFO Internet site. 



Name and mailing address of the ISA/ US 
Mail Stop PCT, Attn: ISA/US 
Commissioner for Patents 



Form PCT/TSA/220 (January 2004) 




{Set notes on accompanying .sheet) 



PATENT COOPERATION TREATY 

PCT 



INTERNATIONAL SEARCH REPORT 

(PCT Article 18 and Rules 43 and 44) 



Applicant's or agent's file reference 
UNI26PCT 


FOR FURTHER see Form PCT/ISA/220 

ACTION as wel1 as f w{ iere applicable, item 5 below. 


International application No. 
PCT/US04/10279 


International 1 ling lab day month ear) 
02 April 2004 (02.04.2004) 


(Earliest) Priority Date (day /month/year) 
04 April 2003 (04.04.2003) 



Applicant 

UNIGEN PHARMACEUTICALS , INC. 



This international search report has been prepared by this International Searching Authority and is transmitted to the 
applicant according to Article 18. A copy is being transmitted to the International Bureau. 

This international search report consists of a total of <^ sheets. 

[Xj It is also accompanied by a copy of each prior art document cited in this report. 



Basis of the Report 

a. With regard to the language, the international search was carried out on the basis of the international application in the 
language in which it was filed, unless otherwise indicated under this item. 

| | The international search was carried out on the basis of a translation of the international application 
furnished to this Authority (Rule 23. 1(b)). 

b. Q With regard to any nucleotide and/or amino acid sequence disclosed in die international application, see Box No. 

I. 

|~| Certain claims were found unsearchable (See Box No. II) 
[~~| Unity of invention is lacking (See Box No. HI) 
With regard to die title, 

[X) the text is approved as submitted by the applicant 

PI the text has been established by this Authority to read as follows: 



5. With regard to the abstract, 

[Xj the text is approved as submitted by the applicant. 

I I the text has been established, according to Rule 38.2(b), by this Authority as it appears in Box No. IV. The 
applicant may, within one month from the date of mailing of this international search report, submit comm 

to this Authority. 

6. With regard to the drawings, 

a. the figure of the drawings to be published with the abstract is Figure No. 

^] as suggested by the applicant. 

^3 as selected by this Authority, because the applicant failed to suggest a figure. 
I as selected by this Authority, because this figure better characterizes the invention. 



of the, figures is to he published with the, abstract, 



„ - - publ 

Form PCT/ISA/210 (first sheet) (January 2004) 



INTERNATIONAL SEARCH REPORT 



International application No. 
PCT/US04/ 10279 



A. CLASSIFICATION OF SUBJECT MATTER 

IPC{7) : A61K 35/78 

US CL : 424/757 
According to International Patent Classification (IPC) or to both national classification and IPC 



FIELDS SEARCHED 



vlinitnum documentation 



U.S. : 424/757 



:d (classification system followed by classification symbols) 



Documentation searched other than minimum documentation to the extent that such documents are included in the fields searched 



DOCUMENTS CONSIDERED TO BE RELEVANT 



Citation of document, with indication, where appropriate, of the relevant passages 



Relevant to claim No. 



US 5,773,014 A(PERRIER et al) 30 June 1998(30.06. 1998), column 4, lines 17-22. 

US 6,391,872 Bl(MARFAT) 21 May 2002(21.05.2002), column 1, lines 12-16, fines 64- 
67, column 2, lines 10-16. 

EP 1 147764 A2(ISHIDA et al) 24 October 2001 (24. 10.2001), entire article. 



of Box C. Q See patent family ai 



Special categories of cited dc 



"E" earlier application or patent published on or after tt 



(as specified) 

document referring to an oral disclosure, use, exhibition or other means 
document published prior to the international filing date but later that the 



it published after the international filing date or 
and not in conflict with the application but cited to 
,c principle or theory underlying the invention 



> a person skilled in the art 
e patent family 



Date of the actual completion of the international search 
23 August 2004 (23.08.2004) 



itional search report 



Name and mailing address of the ISA/US 
Mai! Stop PCT, Attn: ISA/DS 
Commissioner for Patents 
P.O. Box 1450 

Alexandria, Virginia 22313-1450 
Facsimile No. (703) 305-3230 



Authorized office; 
Randall Winston 
Telephone" 
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INTERNATIONAL SEARCHING AUTHORITY 

To: 



ROSEMARY KELLOGG 
SWANSON & BRATSCHUN, L.L.C. 
1745 SHEA CENTER DRIVE, SUITE 330 
HIGHLANDS RANCH, CO 80129 



PCT 



WRITTEN OPINION OF THE 
INTERNATIONAL SEARCHING AUTHORITY 

(PCT Rule 43frff.l) 

Date of mailing 1 ft CTD Offfil 
{day/month/year) 1 U OLr L\}\}% 



Applicant's or agent's file reference 
UNI26PCT 



FOR FURTHER ACTION 

See paragraph 2 below 



International application No. 
PCT/US04/ 10279 



International filing date (daylmoMh/year) I Priority date {day /month/year) 
02 April 2004 (02.04.2004) | 04 April 2003 (04,04.2003) 



International Patent Classification (IPC) or both national classification and IPC 
IPC(7): A61K 35/78 and US CI. : 424/757 



Applicant 

UNiGEN PHARMACEUTICALS, INC. 



1. This opinion contains indications relating to the following iti 



□ 


Box No. I 
Box No. II 


□ 


Box No. Ill 


□ 


Box No. IV 




Box No. V 


□ 


Box No. VI 


□ 


Box No. VII 




Box No. VIII 



Priority 

Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 
Lack of unity of invention 



:r Rule 43Ws . t (a)(i) with regard to novelty, inventive step or industrial 
applicability; citations and explanations supporting such statement 

Certain documents cited 

Certain defects in the international application 



2, FURTHER ACTION 

If a demand for ir 



I preliminary examination is made, this opinion will be considered to be a written opinion of the 
International Preliminary Exarnining Authority ("1PEA") except that this does not apply where the applicant chooses an 
Authority other than this one to be the IPEA and the chosen IPEA has notified the International Bureau under Rule 66. lbis(b) 
that written opinions of this International Searching Authority will not be so considered. 

If this opinion is, as provided above, considered to be a written opinion of the IPEA, the applicant is invited to submit to the 
IPEA a written reply together, where appropriate, with amendments, before the expiration of 3 months from the date of 
mailing of Form PCT/ISA/220 or before the expiration of 22 months from the priority date, whichever expires later. 
Pot further options, see Form PCT/ISA/220. 

3. For further details, see notes to Form PCT/ISA/220. 



Name and mailing address of the ISA/ US 
Mai! Stop PCT, Attn: ISA/US 
Commissioner for Patents 
P.O. Box 1450 

Alexandria, Virginia 22313-1450 
No. (703) 305-3230 




FormPCT/ISA/237 (cover sheet) (January 2004) 



WRITTEN C. WION OF THE 
INTERNATIONAL SEARCHING AUTHORITY 



Intematiot plication No. 
PCT/US04/1G279 



Box No. I Basis of this opinion 

1 . With regard to the language, this opinion has been established on the basis of the international application in the language in which 
it was filed, unless otherwise indicated tinder this item. 

□ 

This opinion has been established on the basis of a translation from the original language into (he following language , 

which is the language of a translation furnished for the purposes of international search (under Rules 12.3 and 23. 1(b)). 

2. With regard to any nucleotide and/or amino add sequence disclosed in she international application and necessary to the 
claimed invention, this opinion has been established on the basis of: 

a. type of material 

I | a sequence listing 

SHj table(s) related to the sequence listing 

b. format of material 
HZ! in written format 

I I in computer readable form 

c. time of fumg/furnishing 

O contained in international application as filed. 
□ 

filed together with the international application in computer readable form. 
O furnished subsequently to this Authority for the purposes of search. 

3. In addition, in the case that more than one version or copy of a sequence listing and/or table relating thereto has been 
filed or furnished, the required statements that the information in the subsequent or additional copies is identical to that in 
the application as filed or does not go beyond the application as filed, as appropriate, were furnished. 

4. Additional comments: 



FormPCT/ISA/237(Box No. 1) (January 2004) 



WRITTEN Oi ^lON OF THE 
INTERNATIONAL SEARCHING AUTHORITY 



Box No. V Reasoned statement under Rule 43 A«.l(a)(i) wifli regard to novelty, inventive step or industrial 
applicability; citations and explanations supporting such statement 



Novelty (N) 
Inventive step (IS) 
Industrial applicability (IA) 



2. Citations and explanations: 

JatTg™ 5 S Hr m<kl 1,07 ^ ? 3(3) M ° bvioUS 0Ver Rerre et 31 < US 5 . 773 ' 0 ^) « view of Marfat (US 

!SSe?ZIf f^Vf • «*™ 4 line, 17-23) the claimed method and composition comprising of administering to 
ww, t ^f"Sf a P 1 ** 11 ™ 1 ^ composition comprising a Free-B-ring Flavonoid (i.e. baicalin andVor baicalein) for tyrosinase 
mhitatory acUvity. Pierre et al. do not teach administering a flavan (i.e. cathechin) in various effective amount. and 

~ td^^ °r TT aCtivity " ^ adjustoent of «™entional working conditi J (i.e. in various effective 

p^oTSS' 15 " ° f -i-don and routoe optimization whichis weli withinthe* 

meTdfof^^ 



Form PCT/ISA/237 (Box No. V) (January 2004) 



WRITTEN O* ^NION OF THE 
INTERNATIONAL SEARCHING AUTHORITY 



fntermtionu -^plication No. 
PCT/US04/10279 



Certain observations on the international application 



Claim 18 under PCT Article 6 is rendered indefinite. Claim 1 8 is not dependent on any previous claims. Correction is required. 



Form PCT/ISA/237 (Box No. VIII) (January 2004) 



NOTES TO FORM PCT/ISA/220 (continued) 



The letter must indicate the differences between the claims as filed and the claims as amended. It must, in 
particular, indicate, in connection with each claim appeari ig in the inn manorial application (it being understood 
that identical indications concerning several claims may be grouped), whether 

(i) the claim is unchanged; 

(ii) the claim is cancelled; 

(iii) the claim is new; 

(iv) the claim replaces one or more claims as filed; 

(v) the claim is the result of the division of a claim as filed. 

The following examples illustrate the manner in which amendments must be explained in the accompanying 
letter: 

1. [Where originally there were 48 claims and after amendment of some claims there are 51]: 
"Claims 1 to 29, 3 1, 32, 34, 35, 37 to 48 replaced by amended claims bearing the same numbers; 
claims 30, 33 and 36 unchanged; new claims 49 to 51 added." 

2. [Where originally there were 15 claims and after amendment of all claims there are 1 1]: 
"Claims I to 15 replaced by amended claims i to 1 1." 

3. [Where originally there were 14 claims and the amendments consist in cancelling some claims and in 
adding new claims]: 

"Claims I to 6 and 14 unchanged; claims 7 to 13 cancelled; new claims 15, 16 and 17 added." or 
"Claims 7 to 13 cancelled; new claims 15, 16 and 17 added; all other claims unchanged." 

4. [Where various kinds of amendments are made]: 

"Claims 1-10 unchanged; claims II to 13, 18 and 19 cancelled; claims 14, 15 and 16 replaced by amended 
claim 14; claim 17 subdivided into amended claims 15, 16 and 17; new claims 20 and 21 added." 
"Statement under Article 19(1)" (Rule 46.4) 

The amendments may be accompanied by a statement explaining the amendments and indicating any impact 
that such amendments might have on the description and the drawings (which cannot be amended under 
Article 19(1)). 

The statement will be published with the international application and the amended claims. 
It must be in the language in which the international application is to be published. 

It must be brief, not exceeding 500 words if in English or if translated into English. 

It should not be confused with and does not replace the letter indicating the differences between the claims 
as filed and as amended, it must be filed on a separate sheet and must be identified as such by a heading, 
preferably by using the words "Statement under Article 19(1)." 

It may not contain any disparaging comments on the. international search report or the relevance of citations 
contained in that report. Reference to citations, relevant to a given claim, contained in the international search 
report may be made only in connection with an amendment of that claim. 



Consequence if a demand for international preliminary examination has already been filed 

if, at the time of fiiing any amendments and any accompanying statement, under Article 19, a demand for 
international preliminary examination has already been submitted, the applicant must preferably, at the time of 
filing the amendments (and any statement) with the International Bureau, also file with the International 
Preliminary Examining Authority a copy of such amendments (and of any statement) and, where required, a 
translation of such amendments for the procedure before that Authority (see Rules 55.3(a) and 62.2, first 
sentence). For further information, see the Notes to the demand form (PCT/IPEA/401). 



Consequence with regard to translation of the international application for entry into the national phase 

The applicant's attention is drawn to the fact that, upon entry into the national phase, a translation of the ■ 
claims as amended under Article 19 may have to be furnished to the designated/elected Offices, instead of, or 
in addition to, the translation of the claims as filed. 

For further details on the requirements of each designated/elected Office, see the PCT Applicant's Guide, 
Volume II. 



Notes to Form PCT/ISA/220 (second sheet) (July 199S; reprint April 2002) 



